From: Barry Cadden 
Sent: Monday, July 02, 2012 3:26 PM 
To: mzachem@medicalsalesmgmt.com 
CC: rronzio@medicalsalesmgmt.com 

Subject: RE: From Ther-Rx: FDA and CMS statements relevant to Makena, and request for phone call 


#1) They have E'JGT satnpled any NECC products. ! know this because we quarantine + test EVERY lot that we dispense for 
5/E/Q quantitative analysis +• all lots that we dispense are in spec. Do not consider every compounding pharmacy to be 
the same=we are far from it. 

#2) ....This statement is no different than what we have always expected from FDA Compound and dispense 

quality products and everything is OK! 


From: Mark Zachem 
Sent: Monday, July 02, 2012 1:34 PM 
To: Barry Cadden 
Cc: Robert Ronzio 

Subject: FW: From Ther-Rx: FDA and CMS statements relevant to Makena, and request for phone call 

Barry, 

Please let me know how you want me to respond. 

Thanks, 

Mark 


From: Gendron, Richard T. (CIV) [mailto:Richard.Gendron@med.navy.mil] 

Sent: Monday, July 02, 2012 1:09 PM 
To: Mark Zachem 

Subject: FW: From Ther-Rx: FDA and CMS statements relevant to Makena, and request for phone call 

Mark, piease see this email communication from Ther-Rx and respond with NFCC's position on the latest FDA 
announcement, regarding extemporaneous compounding of 17-HPC. 


v/r, 


Tim 


Richard (Tim) Gendron, RPh, BCPS 

Clinical Coordinator 

Pharmacy Department 

Naval Medical Center 

520 John Paul Jones Circle 


Portsmouth, Virginia 23708 
Office (757) 953-0252 
Pager (757) 988-5791 
text messaging at htt 


(or send a text email 


From: Wist, Martha [mailto:MWist@Ther-Rx.com] 

Sent: Friday, June 29, 2012 6:57 AM 
To: Gendron, Richard T. (CIV) 

Cc: Hunt, Karen 

Subject: From Ther-Rx: FDA and CMS statements relevant to Makena, and request for phone call 


USA201 143398 



Dear Mr. Gendron, 


I am writing to you with an important update on Makena® (hydroxyprogesterone caproate injection). On June 15, 2012, 
the U.S. Food and Drug Administration (FDA) and the Centers for Medicare & Medicaid Services (CMS) both issued policy 
updates relevant to Makena, which I have attached to this e-mail for your convenience. The statements have important 
implications for patients in Virginia. 

I appreciate the guidance and support that you have provided to me and Karen Hunt in the past. Would you be available 
to speak with me by phone at your earliest convenience so that I can understand your perspective on this information, 
and provide you with some insight into Ther-Rx's plan moving forward? 

I can be reached at 410-370-1829 or feel free to reach out to your Representative, Karen Hunt at 757-672-1289. 

Thanks! 

Martha Wist 
District Manager 
Th©r~Rx Corporation 
2280 Schuetz Road 
St. Louis, MO 63146 
877-843-7793 ext. 1033 
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